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Section XH: 510(k) Summary of Safety and Effectiveness

SAFE MEDICAL DEVICES ACT OF 1990
5 10(k) Smnmmy

NAME OF FIRM: I.T.S. Implamtat-Tecbnologie-Systeme GmbHL
Autal 28.
Lassiitzhoehe A - 8301
AUSTRIA

510(k) FUM CONTACT' Al Lippincont
Enginecinng Consulting Services. Inc.
3150 E. 200 e St
Prior Lake, MN; 55372

TRADE NAME- Straight Plate with Angular Stability & Screw System

COMMON NAME: Bone Plate & Screw System

CLASSIiICATION: Plate, Fixation, Bone (see 21 CRF, Sec. 888.3030),
Screw, Fixatioe, Bone (see 21 CPR, Sec_ 888.3040),
Washer, Bolt, Nu (see 21 OEL? Sec. 888.3030)

DEVICE PRODUCT CODE: HRS

SUBSEQUENT PRODUCr CODE: HWC, HTN

SUNSTANIIALLY I.T.S. GntbH Claviculapilae with Angular Stability (K050852)
Smith & Nephew Peri-Leo Locking Bone Plaim and Locldng Bone

Screw System (K051735)
EQUI'VAIZNT PO VICES Zimmer Pcrim'licular Locking Plate and Screws (Kt51098)

Synthes 4.Smm LCP Straigkt Rstrnucton Plate& (K051916)
Acurned Congment Plate System (K012655)
I.TS. Crbit FkO.. Calmnau. Repair System (I(051642)
Syntles Serile 3.5mam and 4.0mm Cannulated Screw (1(963192)
Zimmer/Pioneer Caunui-ted Screw Systrea (K003496)
Synthes (USA) Spherical Washers (KXO24S3)

DEVICE DESCIUTION: The ITS. Straight Plate with An.ler Stability is a low-profile 4,
6, or 8 hole plate with various leugth cortical and/or cancelous
solf-tapping stabilization locking and/or compression screws. The
Straight Plate is made fruit CP titaniuin according to ASTM F 67-
00 and all screws are made from 6-4 Alloyed Titanium according
to ASTM F 136-02. The plate and screws are surfiac conditioned
with a TIODIZE, Type [I preparation.

The I.T.S. Screw System is a groilp of c-nnulatod fracture fixation
screws in various diametc of 4.0mm, 6.5mm, and 7.3mm and
lengths, A complement of fiat mad spherical Washers are available
with the system All screws and washers are made from 6-4
Alloyed Titanium ac,<cring to ASTM F 136-02 and are surface
conditioned wih a TIODIZE, Type U preparaticn.
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INTUE'DED USE: The lnfte.td of the I.T.S. Suaihtr Plate with Angular Stability
is to Stabilizc an asteorMy or fracture of small bones, long bones.
tie pelvis and the calcaneus in an adult or pediatric patient.

lIndotn.msforuse include cammimited fractures. supercondylar
fractures, itra-articular and extra-articular condylar fractures,
ftctures in osteopenic bone, noumions, and malaidns. And, as
well, a fracture or osteotomy of t1m tibia, fibula. femoral condyle,
acetabulum, humerus, ulna, middle hand and middle foot bones;
treatment of the calcaneul; hip arthrodesis, and provisional bole
fixation. The 3.5mrm Corical and Cancellous Annie Stable
Screws used in conjunction with the Sright Plte may be used
only an maall bones.

The ipense d e of the 1.>. Screw System is for corrective
osteotomy or internal fracture fixation of the patella, pelvis, ankle,
amd long bones in an adult or pediatric patient.

For the 4.0mm Caunnlated Cancellnus Scew indications for use
ac fur radial and ulnar fiactures, fractres of the proximal/distal
humerus and of the patelia, and far tendon fixation, mnasonneuve
injuries and disruption of the syndesmosis witkbimalleolar or
supcnnalleolar fractures and the instability of the talus ccntciing
For the 6.5mm Cannudated CasiJlloum Screw, Indications for use
are for fractures of the femoral neck, libiaplateau, of the sacrum
and thy articular cavity of the hip jouit, and the metaphyseal
fractures of the distal fcnur and distal tibia, fixation of the Dan-
sacral joint, and fusion of the foot and ank
For the 7.3mm Canmolated Cancel]ous Screw, indications for use
are for fractures of the calcanens, fermoral neck, tibiaplateau, and
of the sacrum and the articular cavity of the hip joint, fusion of the
foot and snide, fixation of the 1leo-sacral joint, and metaphyscal
fiacturcs of the distal femur and distal tibia.

The system(s) is not hrteaded for spinal use.

nIASS OrF STDSTAN1TAL The ITS. Straight Plate with Anmdar Stabilit is substantially
EQIVLAENCF: equivalent to tha Smith & Nephew, Zimmer, Synthos, Ao.wnied,

and LT.S. Omb- stabilizing bone plate systems. The LT.S. Screw
Swami is substantially eqlivaleaa to the U.S. GmbH, Zimmer,
and Synthes canulated screw and washer systems.

SUMMARY OF SAFETY
AND EFCTIVENrs8: The l.T.S. Straight Plate with Angsdar Stability and Screw System

is shown to be safe and effective fir use in fracture fixation of
small and long bones in the body.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

-MAR 2 0 2006 Rockville MD 20850

I.T.S. Implantat-Technologie-Systeme GmbH
c/o Engineering Consulting Services, Inc.
Mr. Albert Lippincott
Biomedical Engineer
3150 E. 2 00 th Street
Prior Lake, Minnesota 55372

Re: K060156
Trade/Device Name: Straight Plate with Angular Stability & Screw System
Regulation Number: 21 CFR 888.3030
Regulation Name: Single/multiple component metallic bone fixation appliances and

accessories
Regulatory Class: II
Product Code: ]IRS, HWC, HTN
Dated: March 7, 2006
Received: March 8, 2006

Dear Mr. Lippincott:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Mark N. Melkerson
Acting Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indications for Use

510(k) NUMBER: O4O I5b(o

DEVICE NAME: STRAIGHT PLATE WITH ANGULAR
STABIUTY AND SCREW SYSTEM

The Intended use of the I.T.S. Straloht Plate with Angular Stability is to stabilize an
osteolomy or fracture of small bones, long bones, the pelvis and the calcaneus in an
adult or pediatric patient_

Indicaf/ans for use Include cormmlnuted fractures, supervcodylar fractures, witra-
articular and extra-articular condylar fractures. fractures In osteopenic bone. nonunions,
and nialunions. And. as wal, a fracture or osteotomy of the tibia, fIula. famoral
condyle. acetabulkun. humerus, ulna. middle hand and middle foot bones: treatment of
the calcaneal; hip arthrodesis, and provisin.al hole fixation. The 35mrm Corical and
Cancellous Anele Stable Screws used in conjunction with the Straight Plate may only be
used on small bones,

The Inteldedus of the LT.S. Screw System is far corrective ostaotomy or internal
fracture fb.alton of the pateilia, pelvis, ankle, and long bones in an adult or pediatric
patient.

For the 4.emo Cannufated Cancelloet Screw Indications for use are for radial and
uinar fractures, fractures of the poxlima/disawl humerus and of the pateIas. and tor
tendon fixation, malesonneuve injuries and disruption of the syndesmosis with bimalleolar
or supercaileolar fractures and the Instabilty of the talus centeuing.
For the 6.Srfnm Canul.[ted ransoduks Srew, Indications for use are for fractures of
the femoral neck, tiblaplateau, of the sacturn and the articular cavity of the hip Joint. and
the metsphys.el fr'actures of the distal Seiur and distal tbia, fixation of the lieo-sacal
joint, and fusion of the foot and ankle.
For the 7.3mm Cannulatcd Cen a Indications for use are for fractures of
the calcaneus, femoral neck, tiblaplateau, and of the macrum and the articular cavity of
the hip joint. fusion of the foot and ankle, fixation of the Ileo-sacaal joirt, and
mnetaphyseal fractures of the distal femur and distal tibia.

The system(s) Is not Intended for spinal use.

Pre$cription Use ,.( AND/OR Over-T he-Counter-Use,

RI S ubpartto) (21 cFR s01 Subpart C)

W~.~RITE DIELOW " UNE.CONTINUE ON ANOTHER PAGE F NEEDED)

Division of General, Resffl of CDRH. Office of Device evaluation (OGE)

and Neurological Devices

510(k) Number


